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1
SYSTEM FOR INTRODUCING A PUMP

CROSS-REFERENCE TO RELATED
APPLICATIONS

This application 1s a continuation of U.S. application Ser.
No. 15/956,920, filed Apr. 19, 2018, now U.S. Pat. No.

10,898,625, which 1s a continuation of Ser. No. 13/261,529,
1ssued as U.S. Pat. No. 9,974,893, filed Nov. 27, 2012, which
1s a national stage entry of PCT Application PCI/EP2011/
003187, filed Jun. 24, 2011, which claims priority to U.S.
Patent Application No. 61/358,496, filed on Jun. 25, 2010,
and European Patent Application No. 10075277.3, filed Jun.
25, 2010, the contents of all of which are incorporated by

reference herein in their entirety. International Application
No. PCT/EP2011/003187 was published under PCT Article

21(2) 1n English.

BACKGROUND OF THE INVENTION

The mvention resides in the field of introducing fluid
pumps 1nto a lumen and relates to a system for imtroducing,
a pump into a lumen, which comprises a first sheath and a
pump to be introduced into the first sheath, or a system
which has a pump with a distal pump unit and a shaft
catheter which emerges proximally to the pump unat.

The application can hence be provided, on the one hand,
in the minimally 1nvasive medical field, for example as a
blood pump for heart assistance, and, on the other hand, also
use 1n agitators or as a drive element 1s conceivable.

The mvention can display special advantages by the
possible miniaturisation in the medical field. Techniques for
introducing fluid pumps, 1 particular ito natural body
lumina, are known 1n detail in prior art. Thus reference 1s
made 1nter alia to the Seldinger technique for introducing an
introducer sheath 1nto a vascular system. The technique and
possible variants are intended to be explained 1n more detail
with reference to FIG. 1.

A schematic human vascular system 1 1s shown in FIG. 1.
In the groin region there 1s one of the femoral arteries 2
which 1s connected to the aortic arch via a main artery and
subsequently opens ito the ventricle 4. With the help for
example of the Seldinger technique, firstly an introducer
sheath 10 1s introduced mto the femoral artery 2. Firstly, the
temoral artery or any blood vessel 1s hereby punctured with
a steel cannula with a cutting tip. A guide wire 12 1s pushed
through the steel cannula introduced 1nto the puncture and 1s
introduced retrogressively via the aortic arch 3 into the left
ventricle 4. After removing the puncturing cannula, the first
sheath 10 which 1s configured as introducer sheath and
comprises a tubular portion 11 1s threaded onto the guide
wire and introduced into the vascular system through the
punctured point, the sheath being introduced into the lumen
of the vascular system merely by a small distance. Subse-
quently, a fluid pump 1s introduced 1nto the vascular system
through the introducer sheath 10.

Such a method 1s known for example from WO 02/43791
Al. After the introducer sheath, as represented 1n FIG. 1, has
been introduced into the vascular system, a heart pump 1s
pushed forwards along the guide wire 12 into the left
ventricle 4. The pump, 1n particular a distal pump umit, 1s
thereby pushed outside the sheath through the wvascular
system towards the ventricle.

Modern fluid pumps often rotate at high speeds 1n order
to be able to convey a corresponding quantity of fluid per
minute. Such a blood pump can be deduced for example

from the above-mentioned WO 02/43791 A1 or trom EP 2
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047 872 Al. The latter shows a pump which has a distal
pump unit, a shait catheter abutting against the proximal end
of the distal pump unit, the shaft catheter 1n turn being able
to be connected to a drive unit for driving the flmd pump.

One disadvantage 1n the previously known systems for
introducing a pump into a lumen i1s the great danger of
damaging the shaft extending in the shait catheter, which has
a negative elflect on the lifespan or the usetul life of the pump
unit.

BRIEF SUMMARY OF TH.

L1l

INVENTION

Starting from the known state of the art, 1t 1s the object of
the present invention to reduce the danger of damaging the
shaft catheter of a pump.

The object 1s achieved by a system according to the
present disclosure. Furthermore, methods for introducing

and removing pumps are included by the mvention.

Further embodiments are cited in the subordinate and
coordinated claims.

A first aspect of the mvention 1s offered by a system for
introducing a (preferably expandable) pump (for particular
preference selif-expandable rotary pump) into a lumen, the
system comprising a first sheath and a pump to be introduced
into the first sheath and the first sheath having a first sheath
lumen which extends from a distal end to a proximal end for
introducing the pump.

A self-expanding pump can be decompressed on the basis
of being taken out of the sheath since the sheath no longer
restricts the radius of the pump. Alternatively, the seli-
expanding pump can have a material which changes 1ts state
on the basis of the flow conditions, the temperature prevail-
ing in the vascular system or the pressure and thus effects
decompression of the pump unit taken out of the sheath.

With regard to the details of the pump (according to the

aspects of the mvention presented in thus application), ret-
erence 1S made to the entire disclosures of U.S. Provisional

Applications No. 61/120,093, filed on Dec. 5, 2008, No.
61/149,753, filed on Feb. 4, 2009, No. 61/151.,964, filed on
Feb. 12, 2009, No. 61/161,123, filed on Mar. 18, 2009, No.
61/162,710, ﬁled on Mar. 24 2009 No. 61/173,666, ﬁlec on
Apr. 29, 2009, No. 61/173,519, filed on May 5, 2009, No.
61/220,292, filed on Jun. 25, 2009, No. 61/231,787, filed on
Aug. 6, 2009, No. 61/244,592,1 ﬁled on Sep. 22, 2009, No.
61/244,600, filed on Sep. 22, 2009, No. 61/244,608, filed on
Sep. 22, 2009, No. 61/244,614, filed on Sep. 22, 2009, No.

61/254,313, filed on Oct. 23, 2009, No. 61/254,339, filed on
Oct. 23, 2009, No. 61/289,569, filed on Dec. 23, 2009, No.
61/289,645, filed on Dec. 23, 2009, No. 61/289,656, filed on
Dec. 23, 2009, No. 61/293,270, filed on Jan. 8, 2010, No.
61/297,,858 ﬁled on Jan. 25, 2010, No. 61/298,581, filed on
Jan. 277, 2010, No. 61/310,750, filed on Mar. 5, 2010 No.
61/345,253, filed on May 17, 2010, No. 61/338 496 filed on
Jun. 25, 2010, No. 61/364,559, filed on Jul. 15, 2010, No.
61/364, 578 filed on Jul. 15, 2010, No. 61/364, 595 filed on
Jul. 15, 2010, and No. 61/451,222, filed on Mar. 10, 2011,
which are hereby incorporated by reference 1n this applica-
tion 1n their entirety.

There 1s understood by the term sheath in the present
application, essentially a lumen which 1s surrounded by a
casing and has a distal and a proximal opening. Preferably,
the sheath 1s configured such that this can receive a shaft
catheter, for example a shait catheter with a diameter of 5-15
Fr, preferably 7-11 Fr. In addition, a sheath 1s preferably
flexible so that this can be guided through a natural body
lumen. This applies both to the first and the second sheath.
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According to the mnvention, the system comprises further-
more a second sheath with a second sheath lumen which
extends from a distal end to a proximal end and 1n which the
pump 1s retained 1n a guidable manner. The second sheath 1s
thereby configured such that 1t can be coupled to the first
sheath for transferring the pump from the second into the
first sheath.

The second sheath offers additional protection for the
shaft catheter during introduction of the pump. In this way,
an 1improved introduction of the pump 1nto the first sheath or
into the first sheath lumen 1s made possible.

In the sense of the present invention, “sheath™ implies an
object through which something different can be guided.
Such a sheath can, but need not necessarily, have a haemo-
static valve.

Since threading the pump into a sheath i1s associated
generally with great care and hence associated with consid-
erable time expenditure, the second sheath makes threading
the pump umt into the same possible before the actual
transier of the pump into the lumen which receirves the
pump. In other words, the pump can be inspected firstly well
before an operation and subsequently threaded into the
second sheath, preferably pulled 1n, threading 1n being able
to be undertaken without pressure of time.

At the time of the operation, the second sheath in which
the pump 1s firstly retained must now be coupled merely to
the first sheath, and the pump can be transferred directly
from the second into the first sheath. This reduces the
probability of damagmg the pump or the shait and enables
thus an 1mproved running performance or running time of
the pump 1tselt. Also, the time expenditure for mtroducing
the pump which 1s required during for example an operation
1s reduced.

A second aspect of the invention relates to a system which
can be used in the above-mentioned system, having a pump
which comprises a distal pump unit and a shaft catheter
which emerges proximally to the pump unit. In addition to
the pump, the system has furthermore a sheath with a sheath
lumen which 1s disposed proximally to the distal pump unat,
the sheath lumen surrounding a portion of the shatt catheter.
The feature termed merely sheath 1s designated 1n the system
of the first aspect of the invention generally as second
sheath. Such features relate to the system according to the
second aspect.

The sheath 1s configured such that the sheath can be
displaced along the shait catheter in the direction of the
distal pump umt and the distal pump unit can be introduced
into the sheath lumen. This presupposes that the inner
diameter of the sheath lumen 1s greater than the outer
diameter of the shaft catheter.

In the system consisting of the pump and the sheath, it 1s
advantageous in particular that pulling can take place on the
shaft catheter for pulling in the distal pump unit into the
distal end of the sheath. Since, when pulling the shait, the
danger of distortions or damage or bending of the shaft
relative to pressing 1n or pushing 1n the device into a sheath
1s significantly reduced, the running time or lifespan of the
pump unit 1s improved relative to the conventional methods
for introducing the pump and the systems used there.

After the pump has been pulled into the sheath and the
distal end of the distal pump umit i1s situated partially or
completely proximally to the distal end of the sheath, the
system of the second aspect can be coupled, according to the
first aspect of the mvention, to a first sheath so that more
simple introduction of the pump unit into the lumen which
ultimately receives the pump, such as e.g. a blood vessel, 1s
achieved.
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According to a third aspect of the imnvention, the systems
of the first or second aspect of the imvention can be further
improved. The third aspect comprises a device for retaining
a portion of the sheath of the second aspect or of the second
sheath of the first aspect. The device for retaining the portion
of the sheath 1s thereby configured such that 1t can retain the
sheath frictionally, on the one hand, and on the other hand,
prevent deformation, 1n particular bending, of the sheath in
the retained region. Due to the device for retaining a portion
of the sheath, a possibly present intrinsic reinforcement of
the sheath, for example 1n the form of a wire mesh, 1s not
required since the retaining device effects remnforcement of
a portion of the sheath. This leads to the fact the bending of
the shait when pulling the pump 1nto the lumen of the sheath
1s not possible and when transierring the pump from the
sheath retained by the device into the first sheath 1s possible
but made difficult.

The three aspects described 1n the preceding paragraphs
cach form per se an independent patentable part of the
invention. Although the third aspect, 1.e. the device for
retaining a portion of a sheath, has been described merely as
an improvement to the system of the second aspect, an
independent significance 1s also attributed to 1t. The common
inventive 1dea 1s to mtroduce the pump into a second sheath
betore introduction ito the lumen which 1s to receive the
pump without pressure of time.

All three aspects are suitable per se for preventing bend-
ing of the shait of a pump.

Further embodiments of the different aspects are subse-
quently dealt with.

In one embodiment of the first aspect of the invention, the
first sheath lumen has, 1n regions, a smaller 1nner cross-
sectional area, preferably a smaller inner diameter, than the
second sheath lumen. This has the advantage that threading
the pump into the second sheath can be undertaken in a
simplified manner. A ratio between 1:1 and 1:1.2 1s possible
as a suitable size ratio of the inner cross-sectional area of the
first sheath lumen to that of the second sheath lumen.

In a further embodiment of the system of the first aspect,
the first sheath comprises a first sheath valve at the proximal
end thereof. With the help of the sheath valve, the introducer
sheath can firstly be introduced into the lumen receiving the
pump and leakage of a fluid out of the pump can be
prevented.

The sheath valve 1s thereby preferably configured such
that 1t has a wider inner cross-section than the sheath lumen.
Also a conically tapering shape of the sheath valve 1s
included by the embodiment. The sheath valve thereby
tapers from its proximal end to the distal end, 1.e. towards
that end at which 1t 1s connected to the sheath lumen.
Alternatively or in combination, the first sheath lumen can
be configured such that this widens 1n the region of con-
nection between the sheath lumen and the sheath valve.

The sheath 1s configured according to the mvention such
that the distal end of the second sheath can be introduced at
least partially into the first sheath valve and the coupling
between the first and second sheath 1s produced in this way.

In one embodiment of the first and second aspect of the
invention, the second sheath 1s a tear-ofl sheath or a “peel-
away’’ sheath which can be torn off over 1ts enftire length.
Sheaths of this type have for example a molecular structure
which facilitates tearing ofl from the proximal end towards
the distal end. The tear-oil sheath can however also be
coniigured to be able to be torn off for example by a material
tapering in the manner of a predetermined breaking point or
by a longitudinally inserted tear-off wire or thread. As a
result, the second sheath, after the pump has been transterred
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from the second sheath into the first sheath, can be torn off
and withdrawn from the pump, 1 particular from the shatt
catheter extending therein. The second sheath represents, 1n
this variant, a feature of the invention which 1s connected to
the pump merely before introduction 1nto the lumen which
receives the pump.

In a further embodiment of the first and second aspect of
the invention, the first and the second sheath comprise a
plastic material which can be provided, 1n a further embodi-
ment, with a strengthening or reinforcing structure. Plastic
material represents a particularly suitable material choice in

the medical field.

In an embodiment of the third aspect, the device for
retaining a portion of the second sheath comprises a cavity
in which the portion of the second sheath can be retained
frictionally. This can be achieved for example via a rough-
ened surface of the cavity. Another possibility resides 1n
configuring the inner cross-sectional area of the cavity
mimmally less than the outer cross-sectional area of the
second sheath. As a result of the fact that the device has a
cavity, the surfaces surrounding the cavity can serve as
retaining surface for an operator of the system. Also as a
result, damage to the shait 1s avoided. There 1s possible as
material, for example, metal or even a plastic material in
order to avoid the transmission of pathogens from the device
to the sheath. In the case of use 1n a human or animal body,
preferably biocompatible materials should be used.

In a further embodiment of the third aspect, the device 1s
configured such that the second sheath can be received, over
preferably at least half of its length, by the device for
retaining the second sheath.

In a further embodiment, the device 1s configured such
that the retained portion of the second sheath comprises a
curvature of less than 10°, preferably less than 5°, particu-
larly preferred less than 1°. Due to a curvature of the second
sheath, the danger of the shait bending increases. This can
be avoided by a corresponding configuration of the device
for retaining a portion of the second sheath.

By means of a curvature of the recerving region of the
second sheath on the device, the second sheath 1s fixed
axially without restricting the lumen L, of the second sheath.
For this purpose, the 27 sheath should have an appropriate
bending resistance. Alternatively, the 2¢ sheath can also
have a curvature and the device can be straight (or both
curved).

For this purpose, a system according to the imvention
provides that the deviations from the straightness of the
second sheath 1n the clamped region and of the device for

retaining a portion of the second sheath are together greater
than the difference of the inner diameter of the device for
retaining a portion of the second sheath and of the outer
diameter of the second sheath, see FIGS. 154 and 1554.

The system according to the first aspect can be used in
conjunction with a system according to the second aspect
such that firstly the first sheath 1s introduced into the lumen
which subsequently receives the pump such that the proxi-
mal end of the first sheath 1s accessible outside the receiving
lumen. Before or thereaiter, the distal end of the pump can
be moved into the sheath lumen of the second sheath,
preferably can be pulled into the second sheath with the help
of a system according to the second aspect.

For this purpose, the second sheath can be reinforced at
least axially in the distal region thereof. Hence bending of
the pump or of the second sheath when pulling the pump 1nto
the sheath can be prevented.
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Subsequently, the distal end of the second sheath 1s
coupled to the proximal end of the first sheath and the pump
1s transferred from the second sheath into the first sheath.

In one embodiment, the distal end of the pump 1s subse-
quently guided through the distal end of the first sheath
lumen mto the lumen which receives the pump.

In one method for designing the pump, the distal pump
unmt which 1s placed distally to the distal end of the sheath
remaining in the vascular system 1s pulled into the sheath
and subsequently removed 1rom the recerving lumen
through the sheath. Alternatively, the pump can be removed
together with the receiving lumen.

In one embodiment of the method for designing the pump,
the distal end of the sheath 1s situated during the operating
state of the pump unit less than 20 cm, preferably less than
10 cm, away from the operating location of the pump unait.
As a result, transport of the pump unit to the operating
location and away from this 1s simplified. Furthermore, the
vascular system 1s hereby protected from lesions by the
pump (during transport of the same).

The present patent application relates 1 addition to a
catheter pump, which can be introduced into human or
amimal vessels 1n a compressed state and can be operated 1n
an expanded state 1 a lumen of the human or animal body
in order to convey a fluid, the catheter pump having a rotor
for conveying fluid, a housing which surrounds the rotor and
1s at least partially fluid-permeable and also an introducer
sheath close to the rotor, wherein, during transfer from the
expanded state into the compressed state, the housing can be
introduced into the introducer sheath for narrowing of the
diameter at least in regions, and this narrowing of the
diameter of the housing 1s dimensioned such that also the
diameter (1.e. the largest outer diameter) of the rotor is
reduced by the narrowing of the diameter of the housing
from the expanded state to the compressed state.

The invention described 1n the preceding paragraph 1s per
se for catheter pumps an independent invention so that the
applicant reserves the right to direct a separate partial
application thereto subsequently.

Advantageous developments of this catheter pump (see
previous paragraph) can be detected from the originally filed
FIGS. 1 to 155, 1n particular from FIG. 4, § or 6.

All the embodiments or originally filed patent claims
mentioned here, provided that this 1s not technically contra-
dictory, should be valid as possible developments.

The basic principle of an embodiment of a catheter pump
of the present disclosure 1s based on the fact (this applying
of course to all aspects of the application) that the introducer
sheath 1tself does not compress the rotor but that this takes
place directly by means of a housing surrounding the rotor.
In other words, a fixed spatial arrangement exists between
the rotor and the housing surrounding the rotor, 1.e. the rotor
1s not moved independently of the surrounding housing. The
fixed spatial arrangement may be understood as the proximal
or distal end of the rotor being fixed with respect to at least
one location of the surrounding housing. This housing can
(as shown 1n this application) have a grid structure which 1s
closed 1n regions. As a result, suction of flmd into the
housing 1s possible and conveyance to the proximal end of
the catheter 1s possible. The mentioned rotor can have
various forms, for example it can have diflerent rotor blades,
these individual rotor blades being also able to have lamel-
lae. The rotor can also have an outer plastic material surface
and be configured for example as a plastic material cast or
injection moulded part. It 1s important that the rotor can also
have a compressed state for mtroduction into the vessel (or
the housing/the sheath) and also an expanded state 1n which
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a conveying operation 1s possible and in which the rotor 1s
protected by the surrounding housing. A gap between the
radial rotor outer edges and the housing can hereby exist.
Even during operation the housing can be disposed still 1n
regions 1n the introducer sheath close to the rotor as long as
free rotation of the rotor 1s not impeded as a result.

Furthermore, the shaft can be coupled to the motor by
means of a magnetic coupling.

The above-mentioned inventions are theretore suitable in
particular for self-decompressible pumps.

BRIEF DESCRIPTION OF THE DRAWINGS

The mvention 1s intended to be explained subsequently in
more detail with reference to a few embodiments. There are
shown:

FIG. 1 a schematic overview of a vascular system with an
introduced first sheath;

FIG. 2 a detailed view of a cut-out of FIG. 1;

FIG. 3 an embodiment of a system according to the first
aspect of the mvention;

FIG. 4 an embodiment of a pump;

FIG. 5 an embodiment of a system according to the
second aspect of the invention;

FIGS. 6, 7 pulling a pump 1nto a second sheath;

FIGS. 8, 9 transfer of a pump from a second into a first
sheath;:

FIG. 10 an embodiment of the system according to the
second aspect with a device according to the third aspect of
the 1nvention;

FIG. 11 a cross-section of the representation of FIG. 10;

FIG. 12 an embodiment according to the first and third
aspect of the mvention;

FIGS. 13aq and 135 an embodiment of a distal end of a
sheath according to the second aspect of the mvention;

FIG. 14 an embodiment of a long sheath and the arrange-
ment thereof during the operating state of the pump unait;

FIGS. 15a and 13556 sketches for clarnfication of curves.

DETAILED DESCRIPTION OF TH.
INVENTION

L1l

As already mentioned mitially, FIG. 1 shows a schematic
representation of a human vascular system 1n which a first
sheath 10 configured as an introducer sheath has been
introduced into the femoral artery with application of the
Seldinger technique.

In FIG. 1, a gumide wire 12 which extends into to the left
ventricle 1s shown furthermore. The tubular portion 11 of the
first sheath 10 1s introduced into the artery such that the
proximal end of the first sheath 10 1s situated outside the
temoral artery and hence can be used to introduce for
example a pump. On the one hand, it 1s possible to thread the
pump onto the guide wire 12 1n order to guide the pump into
the left heart ventricle by means of the guide wire.

It 1s a method according to the invention to guide the
tubular portion 11 of the first sheath 10, gmided by the guide
wire, 1into the left ventricle and subsequently to remove the
guide wire 12 from the first sheath. A possible pump unit 1s
subsequently guided through the first sheath lumen 1nto the
vicinity of or into the leit ventricle 4.

The 1mvention 1s presently represented merely with refer-
ence to introduction of a pump into the left ventricle for
assisting a heart function. However, it can be detected easily
by the person skilled 1n the art that the pump can be disposed
also at other positions 1n the natural body vascular system.
Furthermore, 1t 1s evident to the person skilled 1n the art that
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the invention 1s not restricted exclusively to the natural body
vascular system but 1s suitable for itroduction of a pump
into any lumina. This includes for example lumina which are
defined by tubes, 1into which a pump unit 1s intended to be
introduced for conveying a flow.

In FIG. 2, the region of FIG. 1 1n which the first sheath 10
1s guided through the natural body tissue from outside into
the lumen LG of the femoral artery 2 1s represented. The first
sheath thereby comprises a tubular portion 11 which 1s
connected proximally to a valve 13. The tubular portion 11
defines a lumen L, which has an mmner diameter dn. The
latter widens 1n the manner of a trumpet towards the
proximal end of the tubular portion 11. The trumpet-lik
widening 14 leads to the diameter of the valve 13 being
greater than the inner diameter d, ;.

The valve 13 concerns a haemostatic valve which 1s
known 1n prior art and comprises a housing 15 and a gasket
16. The haemostatic valve prevents fluid situated in the
lumen L from emerging outwards through the lumen L.

In the illustration of FIG. 3, the first sheath 10 of FIG. 2
1s coupled to a second sheath 20. Merely a tubular portion
21 of the second sheath 20 which defines a lumen L, with an
inner diameter d,, 1s shown. The distal end of the second
sheath 20 which 1s coupled to the valve 13 thereby has such
an outer diameter that 1t can be 1introduced into the valve 13.
The mner diameter d,, 1s however greater than the inner
diameter d, ;.

At this point, reference may be made to the fact that the
position of the valve 1s not restricted to the proximal end of
the first sheath but can also be disposed at other positions
inside the first sheath, such as for example the distal end of
the first sheath or 1n the centre. It 1s suflicient for introducing
the distal end of the second sheath into the proximal end of
the first sheath 11 the proximal end of the first sheath has an
inner diameter which 1s greater than the outer diameter of the
distal end of the second sheath. The diameter of the lumen
of the first and second sheath (apart from the proximal end
of the first sheath and the distal end of the second sheath) can
be uniform or different or the lumen of the respective sheath
can be tapered.

The first and second sheath and also the distal pump unit
are configured such that the distal pump unit can come to be
situated 1n the first and second sheath, whilst the proximal
end of the second sheath 1s situated 1n the distal end of the
first sheath or 1s coupled thereto.

A pump situated 1n the lumen L, not illustrated, can now
be transierred from the second sheath lumen L, into the first
sheath lumen L, by pressing. Subsequently, the pump 1s
transported through the first sheath lumen L, to the position
in the vascular system at which the pump 1s intended to
develop 1ts action. The pump can either be guided on a guide
wire or be introduced without a guide wire through the first
sheath lumen.

A possible embodiment of a pump 30 1s explained in more
detail with reference to FIG. 4. The pump 30 comprises a
distal pump unit 31 and a shait catheter 32 which abuts
against the proximal end of the distal pump unit 31. At 1ts
proximal end, not illustrated, the shait catheter 32 has a
coupling for coupling the shait catheter 32 to a drive device.
The drnive device sets a tlexible shaft which extends 1n the
shaft catheter 32 in rotation, which shatt in turn actuates the
distal pump unit 31.

The distal pump unit comprises a pump housing 33 which
1s produced from intersecting nitinol struts. The nitinol
housing 1s provided 1n parts with a coating 34 which extends
distally and proximally to a rotor 35 disposed in the housing
33. The rotor 1s connected to the shaft 36 which extends
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through the shaft catheter 32 and 1s thus set 1n rotation. The
housing and the rotor are compressible, 1.e. the pump 1s a
seli-decompressible pump. The unifolding of the pump 1s
performed after the distal pump unit 1s pushed out of the
distal end of one sheath. For compression of the pump, the
distal pump unit 1s pulled into the distal end of a sheath
lumen. The sheath lumen thereby has an imner diameter
which 1s at least greater than the outer diameter of the shaft
catheter.

The distal pump unit 1s constructed such that the housing
surrounding the pump 1s essentially fixed 1n the axial direc-
tion relative to the rotor, 1.e. the rotor 1s not removed from
the housing during the implantation but remains 1n the same.

Optionally, the pump has a discharge hose 37 which
defines a tlow channel for the pumped fluid, situated proxi-
mally to the rotor 35. At the proximal end of the discharge
hose 37, outlet openings which are not 1illustrated in more
detail are situated.

Of course, the pump can also be switched from a pumping,
operation to a suction operation so that the pump no longer
conducts tluid from the distal end to the proximal end, but
viCe versa.

A detailed description of a further suitable pump can be
deduced for example from the publication EP 2 047 872 Al.

The function of the system according to the second aspect
1s now 1ntended to be explained with reference to FIGS. 5 to
9.

In FIG. 5, a pump 30" which corresponds essentially to the
pump 30 according to FIG. 4 15 represented. For simplifi-
cation, details of the pump are not shown. Merely the
bulbous housing and also the “pigtail” situated distally to the
bulbous housing are represented, which housing prevents
suction of the heart pump against the heart wall. The shaft
catheter 32' extends proximally to the distal pump unit 3.
Surrounding a region 38' of the shait catheter 32', a second
sheath 20" 1s disposed, which comprises a lumen L., the
inner diameter d,, of which 1s less than the diameter of the
distal pump unit 3 1n the decompressed or untfolded state.

The pump 30' illustrated 1n FIG. 5 1s a compressible
pump, 1.e. the distal pump unit 31" which comprises inter alia
the pump housing and the rotor situated therein 1s configured
such that 1t can be compressed, 1.e. reduced 1n i1ts diameter.
After a quality tester or for example a doctor has been able
to convince himself of the correct function of the pump 30,
¢.g. by observing the rotational movement of the rotor unit
situated 1n the distal pump unit 31' during a test run, the
distal pump unit 31' 1s pulled into the lumen L, of the second
sheath 20' by pulling the shait catheter 32' in the proximal
direction. By pulling the pump into the second sheath 20",
bending or damage to the shaft catheter or the shaft extend-
ing therein 1s avoided. The pump 30' illustrated 1n FI1G. 5 and
the second sheath 20' surrounding the region 38' of the shaft
catheter 32' form a system 200 which makes 1t possible to
test the function of the pump 30" well before an operation
and subsequently to compress the pump by pulling the distal
pump unit 3 into the distal end of the second sheath 20' and
thereby to avoid damage to the shaft.

Although the system according to the first and second
aspect can be produced both with actively decompressible
pumps and with self-decompressible pumps, 1t 1s suitable in
particular for seli-decompressible pumps, 1.e. pumps, the
distal pump unit of which outside the sheath automatically
assumes the original size again.

In FIG. 6, an intermediate step when pulling the distal
pump unit 3 into the lumen L, of the second sheath 20' 1s
represented. It 1s detectable that the distal pump 3 1s com-
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pressible and can be brought to a smaller diameter, so that
the distal pump unit 3 can be received in the lumen L, of the
second sheath 20"

Furthermore, a coupling 39' which abuts against the shaft
catheter 32' 1s represented 1n FIG. 6, which coupling enables
coupling of the shait extending in the shaft catheter to a
drive unit. Since the coupling 39' has an often larger outer
diameter than the inner diameter of the lumen L, the second
sheath 20' 1s generally put on 1n the distal direction before
assembly of the coupling 39' from the proximal end of the
shaft catheter 32' so that the pump in system 200, 1.e. the
pump with the second sheath 20' situated proximally to the
distal pump unit 3 and the premounted coupling 39', is
delivered. In FIG. 6, a slight trumpetlike widening of the
distal end of the second sheath 20' 1s represented. The
trumpet-like widening 24' facilitates pulling the distal pump
unit 3 into the lumen L, of the second sheath 20'.

In FIG. 7, the distal pump unit 3 1s finally situated
completely 1n the lumen L, of the second sheath 20". The
second sheath 20" differs from the sheath 20" merely by two
premounted gripping units 22" which enable better holding
or removal of the second sheath 20" when pulling the distal
pump unit 3 into the lumen L, or subsequent tearing off.
Advantageously, 1n the case of a “pigtail” being present, this
1s likewise pulled into the lumen L, so that the distal pump
umt 3 together with components of the pump situated

distally to the distal pump unit 31' 1s situated 1n the lumen
L2

In FIG. 8, 1t can be detected how the system 200 com-
prising pump 30' and second sheath 20" is combined in
operating connection with the first sheath 10 to form a
system 100 according to the first aspect of the mvention.
Firstly, the second sheath 20" 1s introduced by 1ts distal end
into the valve of the first sheath 10. As soon as the distal tip
of the second sheath 20" abuts against the trumpet-like
widening 14 of the first sheath 10, by pushing the pump in
the distal direction, the pushing being effected by means of
pushing the shait catheter 32', the pump 1s transierred from
the second sheath 20' into the first sheath 10'. The diameter
of the distal pump unit 3 1s hereby reduced further to the
iner diameter d,, of the lumen L,.

In FIG. 9, the subsequent step 1n which the distal pump
umt 3 1s situated completely 1n the lumen L, of the first
sheath 10 1s represented. The fact that the distal pump unit
3 1s situated completely 1n the lumen L, of the first sheath 10,
can be identified for example with reference to a colour
marking 50 which 1s applied on the outside of the shaft
catheter 32'.

Subsequently, the second sheath 20", which 1s configured
as a “peel-away” sheath, 1s removed from the shait catheter
32' by tearing ofl the peel-away sheath from the proximal
towards the distal end and pulling it off the shatt catheter 32'.
The directed tearing off from the proximal to the distal end
can be assisted by notches A but 1s based predominantly on
the orientation of the molecular chains of the plastic material
which 1s used from the proximal to the distal direction.

After the peel-away sheath has been removed, the pump
30" 1s guided again inside the lumen L, of the first sheath 10
up to the desired position.

Reinforcement of the second sheath 20" 1s unnecessary, 1n
particular when pulling the distal pump unit 3 1nto the distal
end of the second sheath lumen L, since the danger of
bending of the shaft during a pulling movement 1s greatly
reduced.

During transfer of the pump from the second sheath nto
the first sheath, as illustrated with reference to FIGS. 7 10 9,
the second sheath can include a structure which reinforces 1t
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in the form of an introduced wire, or the tubular portion 21"
of the sheath 20" 1s not produced from a flexible plastic
material but from a fixed-shape plastic material or metal.

A fTurther possibility for pulling the pump into the second
sheath, when moving forwards in the pump 30' in the distal
direction, 1.e. 1n particular when transferring the pump 30
from the second sheath into the first sheath, resides in
retaining the second sheath 20" by means of a device 40 for
retaining the second sheath.

The device for retaining a portion of the second sheath
20" 1s represented in cross-section 1 FI1G. 11. The device 40
has an upper and a lower half 41 or 42 which are connected
to each other via a hinge 43. In the first or second half 41 or
42 there 1s situated respectively a recess, the recesses 1n the
illustrated, closed state of the device 40 defining a cavity 44.
The cavity 44 configured as a lumen 1s configured further-
more such that a second sheath 20 can be retained friction-
ally in the cavity. This can be achieved either via corre-
spondingly chosen mnner diameters of the cavity 44 or outer
diameters of the second sheath 20 or rough surfaces in the
region of the cavity 44. Also knobs 1n the region of the cavity
44 can produce a frictional {it.

As can be detected with reference to FIG. 10, the cavity
44 extends without curvature and hence does not allow any
bending of the shaft which extends in the shaft catheter 32
if the latter 1s pushed forwards in the distal direction by
means of a transverse force. In addition, the device 40 makes
an 1improved grip possible for an operator of the system 200
for introducing the pump.

In FIG. 12, the device 40 with the cavity 44 1n which a
second sheath 20 1s retained 1s represented. The distal end of
the device 40 thereby lies on the proximal end of the valve
13 of the first sheath 10. In the case of such a coupling
between the first sheath 10 and the second sheath 20,
simplified introduction of a pump from the second into the
first sheath can be achieved.

In FIG. 13a, a distal end 22 of an embodiment of the
sheath 20, according to the second aspect of the invention 1s
represented. The distal end 22 has an internal and external
tapering of the edge 23 surrounding the lumen L, as a result
of which an improved introduction of the sheath into the
natural body lumen or a first sheath according to the first
aspect of the invention 1s possible. Likewise, the distal end
22 can be the end of second sheath according to the first
aspect of the invention. A possible proximal end can have
the same shape of configuration.

FIG. 1356 shows a further variant; an additional feature
hereby 1s that the distal end has such a flexible or elastic
configuration that it widens slightly when pulling 1n the
pump head and consequently facilitates insertion. After
complete insertion of the pump head, the distal end again
adopts extensively the original shape. During introduction of
the distal end of the second sheath into the first sheath, the
distal end of the second sheath can also be fitted by the
clastic/flexible tapering to the proximal end of the first
sheath and consequently can facilitate coupling.

The systems, represented in the present documents,
according to the first, second and third aspect hence enable
simplified handling and improved introduction of pumps
into a lumen.

Subsequently, another possible variant of a method for
introducing a pump into a left ventricle 1s intended to be
portrayed. As a preparatory measure, the pump 1s firstly
filled with sterile physiological common salt solution and
hence completely deaired. Subsequently, the peel-away
sheath placed proximally to the distal pump unit 1s pushed
forwards up to a possibly present discharge hose. The
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peel-away sheath has a diameter of approx. 10 Fr. After the
peel-way sheath has been pushed forwards up to the dis-
charge hose, the peel-away sheath 1s surrounded by the
device for retaining the second sheath. Subsequently, the
distal pump unit, possibly with a slight rotational movement
1s pulled into the peel-away sheath by exerting a pulling
movement on the shait catheter in the proximal direction.
The pump 1s displaced 1nto the second sheath until a possibly
present pigtail 1s likewise hidden in the peel-away sheath.
By means of these steps, 1t 1s possible to test the functional
capability of the pump even belfore an operational procedure
and to mtroduce the pump only subsequently into a sheath
without requiring to act under pressure of time. For example,
the puncturing of the vascular system for introducing the
first sheath 1s only implemented subsequently. In order to
save time, 1t 1s however also possible 1n this way that an
assistant prepares the pump whilst the user already 1mple-
ments the puncturing in parallel.

After for example a 9 Fr mtroducer sheath has been
introduced 1nto the left ventricle, a possibly present dilator
1s pulled out of the introducer sheath and removed there-
from.

Subsequently, the pump retained in the peel-away sheath,
which 1s surrounded for example by the device for retaining
the second sheath, for example a 2 cm long portion of the
distal end of the peel-away sheath protruding at the distal
end of the device, 1s coupled to the haemostatic valve of the
introducer sheath until the tip of the peel-away sheath abuts
inside the introducer sheath. Subsequently, the pump 1is
transierred from the peel-away sheath into the introducer
sheath by pushing the shaft catheter.

As soon as the distal pump unit has been transferred
completely 1nto the introducer sheath, as can be checked for
example with reference to an optical marking on the shaft
catheter shatt, the device for retaining the second sheath can
be removed from the second sheath and the peel-away
sheath can be torn off and withdrawn from the shait catheter.
Subsequently, the pump 1s pushed forwards inside the intro-
ducer sheath up to the left ventricle. The introducer sheath
1s subsequently pulled back from the left ventricle up to the
beginning of the descending aorta.

The positioning of the distal pump unit 1n the left ventricle
can be checked for example by radioscopy. For this purpose,
an X-ray-visible marking 1s situated on the pump housing or
the pump housing itself 1s X-ray-visible. Likewise, the outlet
region, 1.¢. the outtlow openings of a discharge hose, should
be situated 1n the region of the ascending aorta. This can also
be checked with an X-ray-visible marking. A possibly pres-
ent pigtail catheter tip should abut against the tip of the left
ventricle.

In order to remove the pump from the ventricle, this 1s
pulled back into the mtroducer sheath by means of a tensile
force applied on the shait catheter and i1s removed, 1n a
compressed state, from the arterial vascular system. Subse-
quently, the introducer sheath and turther remainming com-
ponents are removed from the vascular system.

A further aspect of the mvention 1s the use of a long sheath
during implantation and explantation of the pump. The long
sheath serves not only, as 1s common 1n prior art, for
introducing the pump into a natural body lumen but for
guiding the pump through the sheath lumen to the vicinity of
the operating location. It 1s hereby advantageous ii, 1n the
medical field, the sheath has a length between 40 and 120
cm. The length 1s generally determined by the subsequent
operating location of the pump and the physical constitution
of the patient. The long sheath can be provided, on the one
hand, by the first sheath of the system according to the first
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aspect of the invention and, on the other hand, by the sheath
of a system according to the second aspect of the invention.
A schematic representation of a long sheath and of the distal
pump unit 1n the operating state can be deduced from FIG.
14.

The long sheath 60, which 1s formed by a {first or second
sheath of the system according to the first aspect of the
invention or a sheath of the system according to the second
aspect of the mvention, ends at the aortic arch 3, the shatt
catheter 32 of the pump 30 extending through the lumen of
the long sheath and emerging at the distal end of the sheath
lumen. The distal pump umt 31 1s located in the ventricle 4
in the operating state.

Alternatively, the length of the long sheath can be chosen
such that this ends 1n the ventricle before decompression of
the pump so that the distal pump unit 1s unfolded only 1n the
ventricle.

At the proximal end of the long sheath, the coupling 39’
1s situated, which serves for coupling the shaft which
extends 1n the shaft catheter to a drive unait.

The long sheath has such a length that 1t 1s possible to
place the distal pump unit 1n the vicinity of the operating
location.

Essentially two functions are attributed to the long sheath.
One the one hand, the long sheath enables guidance of the
pump to the operating location. Since the pump 1s com-
pressed 1n the sheath lumen of the long sheath, conveyance
of the pump to the place of use, relative to sole guidance by
a guide wire, 1s simplified. In addition, this serves for
avoiding complications or injury to the mner vascular walls.
In particular in the case self-unfolding pumps, 1.e. pumps
which have no active actuatable components for unfolding
the distal pump unit, this 1s a significant simplification
relative to guidance of the pump unit by means of a guide
wire. On the other hand, the long sheath enables simplified
explantation of the pump. The pump unit, after completion
of the conveying performance, i1s pulled into the distal end
of the long sheath by a pulling movement of the shaft
catheter, consequently compressed and subsequently with-
drawn either through the sheath lumen of the long sheath or
pulled, together with the long sheath, out of the natural body
lumen.

If the pump 1s withdrawn together with long sheath out of
the natural body lumen, bleeding of the femoral artery 1s
stopped with a pressure bandage. Alternatively, the pump
can be withdrawn from the sheath lumen of the long sheath.
Then a further guide wire can be placed through the lumen
of the sheath, via which then, after removal of the sheath, a
device for closing the puncture can be gmided. As a resullt,
improved stoppage of the bleeding can be achieved.

If the first sheath of the system according to the first
aspect of the invention 1s configured as a long sheath, a
system according to the second aspect can be introduced 1nto
the proximal end of the long sheath. Subsequently, the
second sheath 1s possibly withdrawn from the shaft catheter
and the pump 1s guided through the sheath lumen of the long
sheath to the operating location of the pump.

As an alternative hereto, the long sheath can also be
formed by a sheath 1n the sense of the system of the second
aspect of the invention. A first sheath, 1n the sense of the first
aspect, can then be dispensed with. In this variant, the distal
pump unit of the pump 1s firstly pulled 1nto the distal end of
the sheath lumen of the sheath according to the second
aspect of the invention. Subsequently, the sheath 1n the sense
of the second aspect 1s transierred for example with the help
of the Seldinger technique into the natural body lumen. The
sheath 1s then pushed into the vicinity of the operating
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location of the pump. The pushing i1s thereby eflected
preferably on the outside of the sheath. In order to be able
to apply this method, the pump 1s guided via a guide wire.
This can be guided for example by a guide wire lumen of the
catheter tip or an additional lumen of the sheath.

Conveyance of the pump to the operating location 1s
possible 1n different ways. After the sheath 1s situated with
its distal end 1n a natural body lumen, the pump can be
guided to the operating location by pushing the shait cath-
cter out of the sheath and outside the latter. It must hereby
be ensured that the pump unit must be pushed in the
unfolded state through the natural body vessel on the basis
of the absence of compression force of the sheath lumen. In
this variant, a long sheath 1s not required.

Although a possible alternative for guiding the pump unait
to the operating location 1s present in the above-described
variant, 1t 1s preferred to guide the pump in the folded or
compressed state 1mside the sheath lumen to the vicimity of
the operating location. For guidance of the sheath 1nside the
vascular system, a rapid-exchange technique can be used, on
the one hand, a guide wire being coupled for example to a
possibly present catheter tip and the sheath being pushed
along the guide wire. Alternatively, the sheath can include a
further sheath lumen for recerving a guide wire, the sheath
being pressed forwards towards the guide wire.

After the distal pump unit has been pushed out of the
distal end of the sheath lumen, the pump 1s displaced
forwards merely by a small distance. The small distance 1n
the case of the human heart as operating location of the
pump 1s less than 20 cm. In the ratio to the total length of the
long sheath, a small distance 1s defined by a ratio of the total
length to the small distance of 3:1 or more.

The sheath can remain for the period of treatment in the
natural body vascular system—surrounding the shait cath-
cter. In this case, the pump can be pulled into the distal end
of the sheath for explantation and subsequently, as described
in one of the preceding paragraphs, be removed from the
natural body vascular system.

Alternatively, 11 the long sheath concerns a tear-oil sheath,
this can be withdrawn and removed after guiding the pump
to the operating location. An explantation of the pump 1s
then no longer possible by means of the sheath. An addi-
tional tool 1s required which enables the explantation of the
pump and forms an independently patentable subject of the
invention.

The additional tool 1s only introduced into the vascular
system at the time of the explantation. The additional tool
has a lumen for introducing the distal pump unit. During
introduction of the additional tool, 1t must be ensured that no
non-sterile regions of the shaft catheter are crossed. By
crossing non-sterile regions, germs can be introduced into
the vascular system. In order to achieve a germ-iree intro-
duction of the additional tool, 1t 1s possible to pull a portion
of the shatt catheter situated in the vascular system out of the
lumen since the portion formerly situated in the vessel
normally has no foreign germs. The non-sterile region of the
shaft catheter which lies outside the patient during use of the
pump and which extends up to the drive coupling 1s removed
for example by cutting off. The shaft catheter can also have
a suitable predetermined breaking point. In this case, the
additional tool can have a tubular or hose-shaped configu-
ration and can be guided directly via the severed catheter
end. A possible handle would facilitate handling.

The lumen of the additional tool has an inner diameter
which corresponds essentially to the outer diameter of the
catheter to be explanted or to the outer diameter of the again
compressed pump head. During separation of the non-sterile
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regions of the shaft catheter, 1t must hence be ensured that
only components of the pump which can be inserted nto
such a created lumen remain distally to the distal end of the
additional tool.

Alternatively, the additional tool can be configured 1n the
form of a longitudinally divisible tube. In this case, sepa-
ration of the non-sterile catheter region would be unneces-
sary since the tool can also be placed directly on the
withdrawn region.

In the preceding examples, the system according to the
second aspect of the mvention was described such that,
when the system 1s delivered, the sheath 1s situated proxi-
mally to the distal pump unit and the distal pump unit 1s
pulled by the user of the pump into the distal end of the
sheath lumen of the sheath. This has the advantage that the
user can test the functional efficiency of the pump in
advance. Alternatively, the system can also be delivered
even already with an inserted distal pump unit. The test run
of the pump then takes place at the workplace.

If the pump 1s a self-decompressible pump, the second
sheath of the system, according to the first aspect of the
invention, which serves inter alia for compression of the
distal pump unit, can be replaced, 1n a variant of the system
according to the first aspect of the invention, by a crimping
tool.

The crimping tool has, at its distal end which 1s coupled
to the proximal end of the first sheath, for example a
diaphragm which eflects compression of the distal pump
unit of the pump when the distal pump unit 1s intended to be
transierred mto the first sheath. The diaphragm can be part
of a funnel-shaped tapering, the diaphragm being situated at
the distal end of the tapering.

If a crimping tool 1s used, the distal pump unit 1s trans-
terred by pushing into the first sheath of the system accord-
ing to the first aspect of the mvention.

In summary, the systems according to the first, second and
third aspect form independent inventions. Further variants of
the mvention are provided by a system according to the
second aspect with a long sheath, a system according to the
first aspect with a long first sheath, a system according to the
first aspect with a long second sheath, a system according to
the first aspect with a crimping tool, possibly instead of a
second sheath. The corresponding embodiments of the sys-
tem according to the first, second and third aspect can be
applied likewise to the further variants of the invention.

The presented treatment methods are likewise included by
the mvention. This relates 1n particular to the implantation
and/or explantation of the pump by means of a long sheath.
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Also the variants of the mvention cited in the preceding
paragraph are suitable for implantation and/or explantation,
as described 1n the present application.

The mvention claimed 1s:

1. A system for introducing a blood pump into a lumen of
a patient’s body, the system comprising:

a first sheath having a first sheath distal end and a first
sheath proximal end, the first sheath forming a first
sheath lumen, the first sheath distal end configured to

be positioned 1n the lumen of the patient’s body;

a second sheath having a second sheath distal end and a

second sheath proximal end, the second sheath forming,
a second sheath lumen, the second sheath coupled at the
second sheath distal end to the first sheath proximal end
thereby forming a blood pump passage from the first
sheath to the second sheath;

a first sheath valve coupled to the first sheath proximal

end; and

a housing at least partially surrounding the second sheath,

the housing comprising a cavity sized to retain at least
a portion of the second sheath, the cavity having a
longitudinal degree of curvature.

2. The system of claim 1, wherein the first sheath valve 1s
positioned outside the housing.

3. The system of claim 1, wherein a distal end of the
housing 1s positioned proximate a proximal end of the first
sheath valve.

4. The system of claam 1, wherein the housing 1s not
surrounding the first sheath.

5. The system of claim 1, wherein the cavity 1s configured
to have a longitudinal degree of curvature of less than 10
degrees.

6. The system of claim 1, wherein the second sheath 1s a
tear-oil sheath which can be torn ofl.

7. The system of claim 1, wherein the first sheath valve 1s
a hemostatic valve.

8. The system of claim 7, wherein the first sheath valve
comprises a first sheath valve housing and a gasket.

9. The system of claim 1, wherein the second sheath distal
end 1s configured to couple to the first sheath valve.

10. The system of claim 1, wherein the second sheath
distal end 1s configured to be introduced 1nto the first sheath
valve.

11. The system of claim 10, wherein an outer diameter of
the second sheath distal end 1s less than an inner diameter of
the first sheath valve.
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